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casereportA casereportB Accumulationreport 
ReportedeIectronicaI1yeverythreeReportedwithinlmonthReportedimmediateIy 
months 
Fig.５．ClassificationoftheAdverseEventslnfOnnationfOrEffi-
cientInfOnnationManagementandTransmission． 
dardizationofthetenninologyfOradversedrugreactions， 
thismakesthecreationofdatabaseaboutadverseevents 
relativelyeasy・Ourexpenenceoverfiveyearsindicatesthat
thecreationofadatabasefromwhichdatacanbemodified 
individuallyfbreachtrialsitebasedonthestandarddata 
providedbythesponsorsisrapidandeffective・Thedata-
basecanalsorespondeasilytoarequestfOrthelatestinfOr-
mationaboutadverseeventsfromasuhject・
Bystandardizingtheprocedureofprovidinginfbnnation， 
itisexpectedthatinfOnnationmanagementaboutadverse 
eventscanefficientlybedonefOrbothsponsorandtrialsite 
ForthetransmissionofinfOrmationtothecliniCaIsitefi･om 
thesponsor，electronicmediasuchasHoppydisk，ＣＤ－Ｒ， 
etc.，arepresentlydesirable，buttheuseofelectronicmail 
andbrowsingsoftwareshouldbeconsideredFurther，。is‐
cussionshouldbestartedbetweensponsorsandtrialsites 
aboutcommunicationofadverseeventsdetectedintrialsites 
tosponsors・
InthenearfUture，infOnnationaboutsafetycuITentlｙｃｏｖ－ 
ｅＩｅｄｂｙｌＣＨＥ２ｂ/Ｍ２'2）ｗｉｌｌbeavailableonelectronicme-
dia，ａｎｄａｄａｔａｂａｓｅｆＯｒｃｏｍｍｏｎｕｓｅｏｆｔｈｅｉnfbnnationwill 
beinstalledontheinternet・Althoughsufficientsecurityis
required,itisexpectedthattherewillbeconsiderableadvan-
tagesininfOrmationmanagementaboutadverseeventsfOr 
bothsponsorsandtrialsites 
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